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SPECIAL  ACTION  OFFICE  FOR 
DRUG  ABUSE  PREVENTION 
[  21  CFR  Parts  1402, 1403  ] 

DRUG  TREATMENT  SERVICES  AND 
CENTRAL  INTAKE  UNITS 

Proposed  Federal  Funding  Criteria 

For  the  past  several  months,  the  Spe¬ 
cial  Action  Office  for  Drug  Abuse  Pre¬ 
vention  has  undertaken  studies  of  the 
types  of  services  and  facilities  that 
should  be  required  for  all  drug  abuse 
treatment  centers  and  central  intake 
units  which  operate  through  funds  fur¬ 
nished  under  contracts  or  grants  made 
by  agencies  or  departments  of  the  Fed¬ 
eral  Government.  Based  on  these  studies, 
guidelines  and  criteria  have  been  de¬ 
veloped  and  the  Director  of  the  Special 
Action  Office  has  determined  that  they 
should  be  published  as  proposed  regula¬ 
tions  for  ttie  purpose  of  seeking  public 
comments  prior  to  their  promulgation  as 
final  regulations.  The  proposed  regula¬ 
tion  on  ftmding  criteria  for  treatment 
services  is  published  as  Part  1402  (21 
CFR  Part  1402)  and  the  proposed  regu¬ 
lation  on  funding  criteria  for  drug  treat¬ 
ment  central  intake  units  is  published  as 
Part  1403  (21  CFR  Part  1403) . 

General  Objectives 

The  guidelines  which  are  proposed  in 
Part  1402  and  Part  1403  r^resent  a 
major  step  in  efforts  to  upgrade  the  qual¬ 
ity  of  services  at  Federally  funded  drug 
abuse  treatment  centers  and  central  in¬ 
take  units.  They  also  reflect  established 
levels  of  program  performance  which 
hopefully  can  be  achieved  by  all  drug 
treatment  and  central  intake  imit  pro¬ 
grams  with  minimal  assistance  from  the 
Federal  Government. 

CoMBiENTS  By  Department  of  Defense, 

Veterans  Administration  and  Bureau 

OF  Prisons 

While  Parts  1402  and  1403  do  not  apply 
to  programs  which  are  established  and 
conducted  imder  the  direct  control  of 
departments  and  agencies  of  the  Federal 
Government,  information  as  to  the  man¬ 
ner  in  which  their  standards  differ  from 
those  proposed  herein  will  be  extremely 
helpful  in  the  promulgation  of  final  reg¬ 
ulations.  Therefore,  all  such  departments 
and  agencies,  including  particularly  the 
Department  of  Defense,  the  Veterans 
Administration  and  the  Bureau  of  Pris¬ 
ons  (Department  of  Justice)  are  re¬ 
quested  to  submit  comments  on  these 
proposed  regulations,  and  to  note  in  those 
comments  any  significant  differences  be¬ 
tween  the  standards  applied  in  the  con¬ 
duct  of  their  programs  and  those  set 
forth  in  proposed  Parts  1402  and  1403. 

Single  State  Agencies 

Single  State  Agencies  in  states  which 
have  adopted  or  are  developing  stend- 
ards  for  the  performance  of  treatment 
and  central  Intake  xmit  services  through 
accreditation  of  facilities,  licensing  of 
agencies,  arid  certification  of  drug  abuse 
workers  by  the  state  may  arrange  for  a 
review  of  such  standards  to  determine 
whether  they  are  in  conformity  with  the 


standards  set  forth  in  Parts  1402  and 
1403.  Upon  determination  that  applicable 
state  standards  are  in  substantial  con¬ 
formity  with  those  set  forth  in  parts 
1402  and  1403,  such  state  standards  will 
then  apply  in  measuring  the  performance 
of  treatment  and  central  intake  services. 
All  requests  for  review  should  be  sub¬ 
mitted  in  writing,  to  the  Director,  Divi¬ 
sion  of  Community  Assistance,  National 
Institute  on  Drug  Abuse,  11400  Rock¬ 
ville  Pike,  Rockville,  Maryland  20852. 

Written  Comments 

All  pei-sons  or  organizations,  including 
Federal  and  State  agencies,  having  an 
interest  in  these  proposed  regulations 
are  invited  to  submit  written  comments. 
Comments  are  requested  to  be  in  tripli¬ 
cate  and  should  be  submitted  on  or  be¬ 
fore  January  22,  1975.  They  should  be 
mailed  or  delivered  to  the  Office  of  the 
General  Counsel,  Special  Action  Office 
for  Drug  Abuse  Prevention,  726  Jackson 
Place,  NW.,  Washington,  D.C.  20506. 
Written  comments  will  be  available  for 
public  inspection  in  Room  3026  of  this 
address  during  regular  business  hours. 

Dated:  December  23, 1974. 

Robert  L.  DuPont, 
Director,  Special  Action  Office 
for  Drug  Abuse  Prevention. 

PART  1402— FEDERAL  FUNDING  CRI¬ 
TERIA  FOR  DRUG  TREATMENT  SERVICES 

Scc« 

1402.01  Applicability. 

1402.02  Definitions. 

1402.03  Technical  assistance. 

1402.04  General  requirements. 

1402.05  Minimum  standards  for  physical 
and  laboratory  examinations. 
1402.06  Pre-admission  interview. 
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1402.08  Agreement  for  emergency  services. 
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1402.10  Counseling. 

1402.11  Provision  for  supportive  services. 

1402.12  Procedures  for  urine  surveillance. 

1402.13  Vocational  rehabilitation  and  em¬ 

ployment  programs. 

1402.14  Patient  follow-up. 

1402.15  Patient  record  system. 

1402.16  Program  hours. 

1402.17  Provision  for  meals. 

1402.18  Compliance  with  all  Federal  and 

State  regulations. 

1402.19  Exceptions  to  requirements. 

Authoeity:  Secs.  210,  221,  222,  the  Drug 
Abuse  Office  and  Treatment  Act  of  1972,  Pub. 
L.  92-255.  (21  U.S.C.  1120, 1131,  and  1132). 

§  1402.01  .Applicability. 

This  part  Is  applicable  to  all  drug 
abuse  programs  and  projects  which  pro¬ 
vide  treatment  and  rehabilitation  serv¬ 
ices,  including  but  not  limited  to,  out¬ 
patient  methadone,  residential  metha¬ 
done.  residential  drug  free,  outpatient 
drug  free,  and  day  care  drug  free,  and 
which  receive  funding  from  any  agency 
or  department  of  the  Federal  Govern¬ 
ment  through  a  grant  or  contract 
awarded  after  the  effective  date  of  this 
part.  This  part  does  not  apply  to  pro¬ 
grams  conducted  directly  by  depart¬ 
ments  and  agencies  of  the  Federal  Gov¬ 
ernment. 


§  1402.02  Definitions. 

(a)  Patient.  The  term  “patient”  means 
any  person  who  has  been  accepted  for 
treofanent  or  rehabilitation  services  fur¬ 
nished  under  a  contract  or  grant  funded 
by  an  agency  or  department  of  the  Fed¬ 
eral  Government. 

(b)  Program.  The  term  “program” 
means  a  Federally  funded  activity 
through  contract  or  grant  which  provides 
facilities  and  services  for  the  treatment 
or  rehabilitation  of  drug  abuse  patients. 

(c)  Program  director.  The  term  “pro¬ 
gram  director”  means  the  person  having 
the  ultimate  responsibility  for  supervis¬ 
ing  and  conducting  a  drug  abuse  treat¬ 
ment  and/or  rehabilitation  program. 

(d)  Treatment  plan.  The  term  “treat¬ 
ment  plan”  means  that  mode  of  treat¬ 
ment  or  rehabilitation  that  is  determined 
appix^riate  to  meet  the  objective  needs 
of  the  patient. 

§  1402.03  Technical  assistance. 

Drug  abuse  treatment  and  rehabilita¬ 
tion  programs,  which  expeilence  diffi¬ 
culty  or  for  any  reason  have  need  for  ad¬ 
vice  or  assistance  in  meeting  the  funding 
criteria  set  forth  in  this  part  may  obtain 
technical  and  other  assistance  from  the 
Program  Development  Specialist,  Divi¬ 
sion  of  Community  Assistance,  National 
Institute  tm  Drug  Abuse,  11400  Rockville 
Pike.  RockviUe,  MD  20852. 

§  1402.04  General  requirements. 

The  grantee  or  contractor  shall  pro¬ 
vide  the  necessary  facilities,  materials, 
services,  and  personnel  for  the  operation 
of  a  drug  abuse  treatment  and  rehabili¬ 
tation  facility.  The  contractor  or  grantee 
shall  establish  and  operate,  or  shall  en¬ 
gage  a  subcontractor  to  establish  and 
<H>erate  such  facilities,  and  provide  such 
material,  services,  and  personnel  as  are 
necessary  to  provide  drug  dependent  per¬ 
sons  with  services  in  accordance  with 
the  provisions  of  this  part.  The  grantee 
or  contractor  shall: 

(a)  Provide  services  through  such  drug 
abuse  treatment  or  rehabilitation  facili¬ 
ties  as  may  be  appropriate,  at  such  site 
or  sites  as  shall  be  approved  by  the  con¬ 
tracting  or  awarding  authority. 

(b)  Maintain  all  facilities  in  a  clean, 
safe,  and  attractive  condition  in  accord¬ 
ance  with  applicable  standards  estab¬ 
lished  xmder  Federal,  State  and  local 
laws. 

(c)  Develop  criteria  which  meet  the  re- 
quii^nents  of  this  part  for  the  admis¬ 
sion  of  patients  and  the  termination  of 
services  to  them. 

(d)  Install  and  maintain  appropriate 
equipment  and  furnishings  which  are 
suitable  for  the  type  of  treatment  and 
rehabilitation  services  being  conducted. 

(e)  Establish  procedures  imder  which 
a  complete  personal,  medical,  and  drug 
history  for  each  patient  will  be  developed 
upon  the  patient’s  entry  to  the  program 
uid  maintained  throughout  the  treat¬ 
ment  and  rehabilitation  process.  TTiis  is 
essential  for  the  purpose  of  identifying 
symptoms  oi  flashbacks,  psychotic  mani¬ 
festations,  and  severe  physical  Illness  re¬ 
quiring  immediate  psychiatric  or  medical 
care  and  for  the  development  of  the  pa- 
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tient’s  treatment  plan.  The  intake  proc¬ 
ess  must  proceed  expeditiously  to  avoid 
discouragement  and  should  not  exceed  a 
period  of  three  days. 

§  1402.05  MinimHin  standards  for 
physical  and  laboratory  examina¬ 
tions. 

(a)  Performance.  A  physical  and 
laboratory  examination  should  be  ad¬ 
ministered  by  qualified  personnel  as  soon 
as  practicable  after  the  patient’s  admis¬ 
sion  but  not  later  than  21  days  after  such 
admission.  The  procedures  for  such  ex¬ 
amination  shall  be  detailed  in  the 
patient’s  treatment  plan.  Residential 
drug  free  programs  are  required  to  per¬ 
form  physical  examinations  at  the 
earliest  practicable  time  because  of  the 
possibility  of  infectious  diseases  and  the 
close  patient  contact.  In  the  event  that 
the  residential  program  has  an  induc¬ 
tion  phase,  the  physical  examination 
should  be  performed  during  the  period  of 
such  phase.  This  criterion  is  not  intended 
to  supersede  FDA  regulations  requiring 
a  ph^cal  examination  at  intake. 

(b)  Examination.  The  physiccd  and 
labomtory  examination  of  each  patient 
shall  Include: 

(1)  Investigation  of  the  possibility  of 
infectious  disease,  pulmonary,  liver, 
cardiac  abnormalities,  dermatologic  se¬ 
quelae  of  addiction  and  possible  c(m- 
current  surgical  problems; 

(2)  Complete  blood  count  and  differ¬ 
ential; 

(3)  Serological  tests  for  syphilis; 

(4)  Routine  and  microscopic  urinal¬ 
ysis; 

(5)  Urine  screening  for  drugs  (toxi¬ 
cology)  ; 

(6)  SMA  12/60  or  equivalent; 

(7)  caiest  X-ray; 

(8)  Sickle  cell,  as  appropriate; 

(9)  Australian  antigen,  as  appropri¬ 
ate;  and 

(10)  EKO  and  biological  tests  for 
pregnancy,  as  appropriate. 

§  1402.06  Pre-admission  interview. 

(a)  Information  to  he  obtained.  Each 
patient  seeking  admission  or  re-admis¬ 
sion  shall  be  interviewed  by  a  qualified 
mental  health  professional  (i.e.,  a  per¬ 
son  who  by  virtue  of  training  and  ex¬ 
perience  is  capable  of  assessing  the  psy¬ 
chological  and  sociological  background 
of  drug  abusers  to  determine  the  opti¬ 
mum  treatment  plan) .  Under  the  super¬ 
vision  and  guidance  of  the  mental  health 
professional,  the  staff  shall  take  a  com¬ 
plete  personal  history  which  should  in¬ 
clude  tiie  following  information: 

(1)  Family  backgroimd; 

(2)  Educational  achievement; 

(3)  Vocational  achievement; 

(4)  Problenw  of  a  legal  nature,  in¬ 
cluding  history  of  criminal  conduct; 

(5)  History  relating  to  the  use  of 
drugs,  including  types  of  drugs  abused, 
the  extent  of  abuse  and  prior  treatment 
experience;  and 

(6)  Any  other  relevant  information 
bearing  on  the  patient’s  drug  abuse 
problem. 

(b)  Development  of  appropriate  treat¬ 
ment  plan.  A  primary  objective  of  the 


admission  Interview  is  to  determine  the 
most  appropriate  mode  of  treatment  fbr 
the  patient  and  to  assure  that  he  imder- 
stands  the  nature  of  the  program  and 
what  may  be  expected  of  him.  Any  pro¬ 
gram  of  treatment  recorrunended  should 
be  designed  to  meet  the  needs  (rf  the 
patient  consistent  with  the  projected  pro¬ 
gram  expectations.  Where  a  Central  In¬ 
take  Union  (CIU)  provides  the  intake 
screening,  it  is  the  responsibility  of  the 
program  to  which  the  patient  has  been 
referred  by  the  CIU  to  develop  an  indi¬ 
vidually  tailored  treatment  plan  appro¬ 
priate  for  the  patient  involved  after  a 
careful  review  of  the  records  and  an 
interview  with  the  patient. 

(c)  Reexamination  and  reports.  For 
persons  receiving  outpatient  treatment, 
individual  treatment  plans  shall  be  re¬ 
examined  and  altered  where  necessary, 
by  the  treatment  team  no  less  than  every 
90  days.  For  all  other  modalities,  the  in¬ 
dividual  treatment  plan  shall  be  re¬ 
viewed  and  reexamined  every  30  days.  A 
complete  report  of  each  review  shall  be 
recorded  in  the  patient’s  clinical  record. 

(d)  Information  to  be  documented. 
Each  treatment  plan  must  include  docu¬ 
mented  information  relating  to  (1)  short 
and  long  term  goals  for  treatment  gen¬ 
erated  by  both  staff  and  client,  (2)  the 
assignment  of  a  primary  coimselor,  (3) 
a  delineation  of  the  type  and  frequency 
of  counseling  services  to  be  provided  and 
(4)  a  delineation  of  those  supportive 
services  needed  by  the  individual  patient. 

§  1402.07  Medical  services. 

(a)  Designation  of  medical  director. 
Each  grantee  or  contractor  shall  desig¬ 
nate  a  medical  director  who  must  assume 
medical  responsibility  for  the  drug  abuse 
treatment  and  rehabilitation  program 
and  be  lic^ised  to  practice  medicine  in 
the  jurisdiction  in  which  the  program  is 
located.  He  must  insme  that  the  Initial 
evaluation  is  properly  performed  and 
that  the  medical  needs  of  each  patient 
are  periodically  evaluated,  and  that 
emergency  medical  services,  when 
needed,  are  adequately  provided.  It  is 
also  the  responsibility  of  the  medical 
director  to  determine  what  emergency 
medical  equipment  and  supplies  are 
needed  to  deal  with  possible  overdoses 
and  any  other  medical  emergencies  that 
might  arise.  Medical  services  which  are 
not  directly  related  to  the  provision  of 
drug  abuse  treatment  services  should  be 
provided  through  city  or  county  medical 
facilities.  Such  medical  services  are  not 
reimbursable  under  Federal  contracts  or 
grants,  either  directly  or  indirectly. 

(b)  Services  to  patients  receiving  pre¬ 
scription  medication  {other  than  meth¬ 
adone)  .  Each  grantee  or  contractor  shall, 
for  those  patients  receiving  prescription 
medication  through  the  program,  estab¬ 
lish  procedures  under  which  consulta¬ 
tion  with  a  program  physician  will  be 
provided,  at  a  minimiun,  once  every  four 
weeks,  or  more  frequently  if  the  needs 
of  the  patient  require  it. 

§  1402.08  Agreement  for  emergency 
services. 

Each  program  is  required  to  formalize 
a  written  agreement  with  a  licensed  hos¬ 


pital  or  hospitals  in  the  community  for 
the  purpose  of  providing  emergency,  in¬ 
patient  and  ambulatory  medical  services 
as  needed. 

§  1402.09  Mental  health  consultation. 

Each  program  shall  provide  a  mini¬ 
mum  of  5  hours  per  week  of  professional 
mental  health  consultation  per  100  pa¬ 
tients.  The  objective  of  this  consultation 
shotUd  be  to  review  selected  cases  and 
to  provide  assistance  to  the  staff  in  pa¬ 
tient  management  or  for  the  referral  for 
psychiatric  services. 

§  1402.10  Counseling. 

A  variety  of  counseling  techniques  may 
be  utilized  in  individual,  family,  or  group 
counseling  sessions  conducted  by  trained 
personnel  imder  the  supervision  of  a  duly 
qualified  professional.  In  the  case  of 
group  counseling,  the  size  of  the  group 
should  range  between  5  and  15  individ¬ 
uals.  In  outpatient  methadone  and  out¬ 
patient  drug  free  programs,  each  patient 
shall  have  available  a  minimum  of  three 
hours  per  week  of  counseling.  In  resi¬ 
dential  drug  free,  residential  methadone, 
and  day  care  dnig  free  program,  a  mini¬ 
mum  of  10  hours  per  week  of  formalized 
counseling  shall  be  available  for  each  pa¬ 
tient.  These  counseling  guidelines  should 
be  considered  minimum  for  plaimlng 
purposes;  however,  the  actual  counseling 
allotted  should  be  based  upon  individual 
client  needs. 

§  1402.11  Provision  for  supportive  serv* 
ices. 

The  following  supportive  services  shall 
be  provided: 

(a)  Educational; 

(b)  Vocationsd  coimseling  and  train¬ 
ing; 

(c)  Job  development  and  placement; 
and 

(d)  Legal  services  through  local  li¬ 
censed  lawyers. 

To  the  maximum  extent  possible  pro¬ 
grams  shskll  utilize  community  resources 
to  provide  these  services.  Documenta¬ 
tion  of  any  agreements  to  provide  the 
services  set  forth  in  this  section  shall 
be  provided  to  contracting  or  awarding 
authority.  If  any  program  can  adequately 
demonstrate  inability  to  obtain  the  req¬ 
uisite  supportive  services,  it  must  submit 
a  formal  request  to  their  program  devel¬ 
opment  specialist  to  have  such  services 
provided  directly. 

§  1402.12  Procedures  for  urine  surveil¬ 
lance. 

The  following  procedures  shall  be  fol¬ 
lowed  for  urine  surveillance : 

(a)  Urine  specimens  from  each  patient 
must  be  collected  in  a  manner  that  mini¬ 
mizes  falsification  and  on  a  randomly 
scheduled  basis.  In  programs  dispensing 
methadone,  urine  specimens  for  all 
patients  mus(  be  analyzed  weel^  for 
opiates  and  monthly  for  methadone, 
amphetamines,  barbiturates,  as  well  as 
other  drugs  as  indicated.  For  all  other 
programs,  it  is  recommended  that  urine 
specimens  from  all  patients  be  antdyzed 
at  least  monthly  for  opiates,  methadone, 
amphetamines,  barbiturates,  as  well  as 
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other  drugs  as  indicated.  More  frequent 
testing  shoxild  occur  when  clinically  in¬ 
dicated.  Exceptions  to  these  require¬ 
ments  may  be  authorized  in  particiilar 
circumstances. 

(b)  Laboratories  used  for  urine  test¬ 
ing  shall  comply  with  all  State  and  Fed¬ 
eral  proficiency  testing  and  licensure 
programs  that  are  acceptable  to  the  Sec¬ 
retary  of  DHEW  Laboratories  covered 
by  this  requirement  include  any  inde¬ 
pendent.  clinical,  government  or  program 
facility  that  offers  to  perform  presump¬ 
tive  analysis  for  screening  purposes  as 
well  -as  definitive  qualitative  analysis  for 
confirmed  identifications. 

(c)  Urine  testing  results  shall  be  used 
as  one  clinical  tool  for  purposes  of  diag¬ 
nosis,  patient  management,  and  in  the 
determination  of  patient  treatment 
plans.  Patient  records  must  reflect  the 
manner  in  which  test  results  are  utilized, 
and  shall  distinguish  presumptive  from 
definitive  qualitative  laboratory  results. 

(d)  Clinical  directors  electing  to  rely 
upon  presumptive  urinalysis  results  for 
patient  management  must  demonstrate 
adequate  access  to  definitive  qualitative 
laboratory  analysis  for  use  when  neces¬ 
sary,  e.g.,  criminal  justice  system  records, 
intake  urine  testing  on  all  prospective 
methadone  clients,  any  loss  of  patient 
privileges  based  on  urinalysis  results, 
and  for  random  checks  on  less  frequently 
used  drugs  not  detectable  by  a  screening 
method. 

§  1402.13  Vocational  rehaliilitation  and 
eniployinent  programsi. 

All  patients  enrolled  in  outpatient 
treatment  shall  be  encouraged  to  par¬ 
ticipate  in  either  an  educational  pro- 
giam,  a  job  training  program  or  gainful 
employment  as  soon  as  appropriate  but 
not  later  than  120  days  from  date  of 
enrollment.  In  the  case  of  patients  en¬ 
rolled  in  residential  programs  such 
patient  shall  be  encouraged  to  enroll 
within  60  days  after  the  date  of  admis- 
sioiL  If,  for  any  reason,  a  patient  is  not 
encouraged  to  seek  such  participation, 
the  reasons  therefor  shali  be  recorded 
in  the  patient’s  records.  Although 
patients  may  refuse  to  participate  in 
these  programs,  they  should  be  en¬ 
couraged  to  do  so  as  a  basic  element  of 
the  treatment  plan. 

§  1402.14  Patient  follow-up. 

Each  program  shall  establish  a  policy 
which  will  encourage  a  follow-up  by 
maintaining  minimum  contact  with  dis¬ 
charged  patients. 

§  1402.15  Patient  record  system. 

Each  program  shall  establish  a  patient 
record  system  to  document  and  monitor 
patient  care.  This  system  shall  comply 
with  all  Federal  and  State  reporting  re¬ 
quirements.  All  records  shall  be  kept  con¬ 
fidential  in  accordance  with  part  1401 
of  the  Code  of  Federal  Regulations.  21 
CFR  1401. 

§  1402.16  Program  hours. 

A  reasonable  effort  must  be  made  to 
adjust  the  hom^  for  the  operation  of  the 
program  to  meet  the  needs  of  the  patient. 


For  outpatiait  treatment  programs,  con¬ 
sideration  should  be  given  to  the  em¬ 
ployment  hours  of  patients  and  clinic 
operating  hours  should  be  scheduled  at 
such  times  as  will  not  conflict  with  pa¬ 
tient’s  working  schedules.  Patients  who 
are  not  employed  or  who  are  not  attend¬ 
ing  school  (m:  training  programs  are  ex¬ 
pected  to  arrange  their  schedules  in  or¬ 
der  to  receive  services  at  suitable  times. 
Where  necessary  to  accommodate  the 
needs  of  patients,  the  program  must  rec¬ 
ognize  that  the  usual  9  a.m.  to  5  p.m. 
workday  sliall  not  be  rigidly  adopted  for 
outpatient  treatment.  In  many  clinics 
with  large  patient  admissions,  a  12  hour 
day  of  operations  is  frequently  neces¬ 
sary.  In  any  event,  the  following  mini¬ 
mum  hoiurs  of  operation  shall  be  main¬ 
tained: 

(a)  Outpatient  methadone.  Seven  (7) 
days  per  week  as  follows:  5  days  per 
week  at  8  hours  per  day  (in  all  cases  at 
least  2  hours  must  be  outside  the  regu¬ 
lar  9  a.m.  to  5  p.m.  day)  and  two  days 
per  week  at  4  hours  per  day. 

(b)  Residential  methadone  and  resi- 
cL-ntial  drug  free.  Seven  (7)  days  per 
week  at  24  hours  per  day. 

(c)  Outpatient  drug-free.  At  least  6 
days  per  week:  5  days  at  8  hours  per 
day  (in  all  cases  at  least  2  hours  must  be 
outside  of  the  9  a.m.  to  5  p.m.  regular 
schedule)  and  one  day  at  5  hours. 

(d)  Day  care  drug  free.  At  least  6  days 
must  be  provided  at  10  hours  per  day. 

(e)  Central  Intake  Unit.  At  least  5 
days  per  week  at  8  hours  per  day  must  be 
provided. 

§  1402.17  Provision  for  meals. 

Residental  methadone  and  residential 
drug  free  programs  shall  provide  a  mini¬ 
mum  of  3  meals  per  day  per  patient. 
Day  care  drug  free  programs  may  provide 
one  meal  per  patient  per  day  is  expedient. 

§  1402.18  Compliance  with  all  Federal 
and  State  regulations. 

All  programs  which  use  methadone  for 
detoxification  and  maintenance  treat¬ 
ment  must  comply  with  all  of  the  regu¬ 
lations  of  the  Food  and  Drug  Adminis¬ 
tration  as  well  as  other  applicable  Fed¬ 
eral  and  State  regulations  and  directives. 

§  1402.19  Exceptions  to  requirements. 

Any  exceptions  to  the  requirements  of 
the  criteria  set  forth  in  this  Part  1402 
may  be  requested  by  submitting  an  ap¬ 
plication  to  the  Director,  Division  of 
Community  Assistance,  National  Insti¬ 
tute  on  Drug  Abuse,  11400  Rockville 
Pike,  Rockville,  MD  20852.  The  applica¬ 
tion  shall  fully  explain  and  justify  the 
necessity  for  the  requested  exception. 


PART  1403 — FEDERAL  FUNDING  CRI¬ 
TERIA  FOR  DRUG  TREATMENT  CEN¬ 
TRAL  INTAKE  UNITS 

1403.01  ApplicablUty. 

1403.02  Definitions. 

1403.03  Technical  assistance. 

1403.04  General  requirements. 

1403.05  Operation  of  facilities  and  exam¬ 
ination  of  patients. 

1403.06  Medical  services. 


1403.07  Agreement  for  emergency  services. 
1403.08  Pre-admission  Interview. 

1403.09  Patient  laie. 

1403.10  Referral  for  treatment. 

1403.11  Uniform  Intake  procedures. 

1403.12  Urine  surveillance. 

1403.13  Patient  record  keeping. 

1403.14  Agreements  between  CIU  and  com¬ 

munity  programs. 

1403.15  Definition  of  procedures  by  CIU. 

1403.16  Compliance  with  all  Federal  and 

State  regulations. 

1403.17  Exceptions  to  requirements. 

Authorixt:  Secs.  210,  221,  222,  Drug  Abuse 
Office  and  Treatment  Act  of  1972  (Pub.  L. 
92-255, 21  U.S.C.  1120, 1131,  and  1132) . 

§  1403.01  Applicability. 

This  part  is  applicable  to  all  drug 
treatment  central  intake  units  which 
receive  funding  from  any  agency  or  de¬ 
partment  of  the  Federal  Government 
through  grant  or  contract  awarded  after 
the  effective  date  of  this  part.  The  regu¬ 
lations  of  this  part  do  not  prohibit  or 
supersede  additional  or  more  stringent 
requirements  which  may  be  imposed  by 
Federal  Departments  or  agencies 
through  regulations  or  the  terms  and 
conditions  of  a  grant  or  contract. 

§  1403.02  Definitions. 

(a)  Patient.  The  term  “patient”  means 
any  person  who  has  been  accepted  for 
treatment  or  rehabilitation  services  fur¬ 
nished  under  a  contract  or  grant  frmd- 
ed  by  an  agency  or  department  of  the 
Federal  Government. 

(b)  Program.  The  term  "program” 
means  a  Federally  funded  activity 
through  contract  or  grant  which  pro¬ 
vides  facilities  and  services  for  the 
treatment  or  rehabilitation  of  drug 
abuse  patients. 

(c)  CIU.  The  term  “CIU”  means  cen¬ 
tral  intake  unit. 

(d)  Qualified  mental  health  profes¬ 
sional.  The  term  “qualified  mental  health 
professional”  means  a  person  who,  by 
virtue  of  training  and  experience,  is 
capable  of  assessing  the  psychological 
and  sociological  background  of  drug 
abusers  to  determine  the  treatment  plan 
most  appropriate  for  the  patient. 

(e)  Treatment  plan.  The  term  “treat¬ 
ment  plan”  means  that  mode  of  treat¬ 
ment  or  rehabilitation  that  is  deter¬ 
mined  appropriate  to  meet  the  objective 
needs  of  the  patient. 

§  1403.03  Technical  assistance. 

Drug  abuse  treatment  and  rehabilita¬ 
tion  programs  which  experience  dlflft- 
culty,  or  for  any  reason  have  need  for 
advice  or  assistance,  in  meeting  the 
fimding  criteria  set  forth  in  this  part 
1403,  may  obtain  technical  and  other  as¬ 
sistance  from  the  Program  Development 
Specialist,  Division  of  Community  As¬ 
sistance,  National  Institute  on  Drug 
Abuse,  11400  Rockville  Pike,  Rockville, 
MD  20852. 

§  1403.04  General  requirements. 

The  grantee  or  contractor  shall  pro¬ 
vide  adequate  facilities,  material,  serv¬ 
ices,  and  personnel  for  the  operation  of 
a  central  intake  facility.  The  contractor 
or  grantee  shall  establish  and  operate. 
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or  shall  engage  a  subcontractor  to  es¬ 
tablish  and  operate,  such  facilities  and 
provide  such  material,  services,  and  per¬ 
sonnel  as  are  necessary  to  provide  such 
services  to  drug  dependent  persons  in 
accordance  with  the  provisions  of  this 
part.  The  central  intake  unit  shall  be 
established  and  operated  at  such  site  or 
sites  as  shall  be  approved  by  the  award¬ 
ing  authority  and  imder  procedures 
which  provide  (a)  criteria  for  the  ad¬ 
mission  of  patients  and  for  the  termina¬ 
tion  of  services  rendered  to  them  and 

(b)  informal,  standardized,  initial 
patient  orientation,  mxilti-phasic  health 
screening,  and  referral  to  an  appropri¬ 
ate  treatment  modality  for  new  and  re¬ 
admitted  patients. 

§  1403.05  Operation  of  facilities  and 
examination  of  patients. 

(a)  Hours  of  operation  and  mainte~ 
nance  of  facilities.  Each  CIU  facility  shall 
remain  open  at  least  8  hours  per  day, 
5  days  per  week.  The  intake  process 
must  proceed  expeditiously  to  avoid  dis- 
cotiragement  and  shall  not  exceed  a 
period  of  two  days.  The  facility  shall  be 
appropriately  furnished  to  provide  the 
required  seiMces  and  shall  be  main- 


services  shall  include  initial  diagnostic 
work  up,  identification  of  medical  and 
surgical  problems  for  referral  to  other 
treatment  facilities,  and  a  review  of 
patients’  records.  The  medical  director 
should,  if  appropriate,  request  a  copy 
of  the  patient's  previous  medical  records 
and  shall  forward  them  to  the  appro¬ 
priate  treatment  center. 

§  1403.07  Agreement  for  emergency 
services. 

Each  program  is  required  to  formalize 
a  written  agreement  with  a  licensed  hos¬ 
pital  or  hospitals  in  the. community  for 
the  purpose  of  providing  emergency,  in¬ 
patient  and  ambulatory  medical  services 
as  needed.  Such  services  which  are  not 
directly  related  to  the  provision  of  drug 
abuse  treatment  services,  are  not  reim¬ 
bursable  imder  a  contract  or  grant, 
either  directly  or  indirectly. 

§  1403.08  Pre-admission  interview. 

Each  program  shall  conduct  an  inter¬ 
view  of  each  new  patient  admitted  or 
a  former  patient  re-admitted  by  a  men¬ 
tal  health  professional  or  by  qualified 
intake  counselor  under  the  supervision 
_of  such  a  professional.  In  the  course  of 


supervision  during  the  intake  process. 
The  specimens  must  be  analyzed  for 
morphine,  methadone,  cocaine,  codeine, 
amphetamines,  barbiturates,  as  well  as 
other  drugs  if  indicated.  Laboratories 
which  are  used  for  urine  testing  must 
comply  with  all  Federal  and  State  pro¬ 
ficiency  testing  programs. 

§  1403.13  Patient  record  keeping. 

Each  CIU  program  shall  establish  a 
record  system  for  patients  which  must 
be  adequate  to  meet  all  Federal  and  State 
reporting  requirements  and  records  shall 
be  kept  confidential  in  accordance  with 
part  1401  of  this  Title  (21  CPR  1401). 

§  1403.14  Agreements  between  CIU  and 
community  programs. 

Each  CIU  program  shall  establish  and 
provide  the  awarding  agency  with  docu¬ 
mentary  evidence  of  formal  agreements 
with  community  based  drug  treatment 
programs.  Such  documentary  evidence 
shall  include  the  treatment  program’s 
agreement  to  utilize  the  CIU  for  patient 
intake  functions  and  to  avoid  duplica¬ 
tion  of  effort.  They  should  also  provide 
for  the  acceptance  of  only  those  patients 
who  have  been  processed  through  the 


tained  in  a  condition  consistent  with  the  interview,  the  staff  shall  take  a  com-  CIU. 


applicable  regulations  of  Federal,  State 
and  local  authorities. 

(b)  Examination.  At  the  time  of  in¬ 
take,  an  initial  personal,  medical,  and 
drug  history  shall  be  obtained  and  also 
a  physical  and  laboratory  examination 
administered  by  qualified  personnel. 
Such  examination  should  check  the  pos¬ 
sibility  of  infectious  diseases,  pumo- 
nary,  liver,  cardiac  abnormalities,  der¬ 
matologic  sequelae  of  addiction  and  pos¬ 
sible  concurrent  surgical  problems.  The 
laboratory  examination  should  include 
a  check  of  the  following: 

(1)  Complete  blood  coimt  and  differ¬ 
ential; 

(2)  Serologic  test(s)  for  syphilis; 

(3)  Routine  and  microscc^ic  uri¬ 
nalysis; 

(4)  Urine  screening  for  drugs  (toxi¬ 
cology)  ; 

(5)  SMA  12/60  or  equivalent; 

(6)  Chest  X-ray; 

(7)  Sickle  Cell,  as  appropriate; 

(8)  Australian  antigen,  as  appro¬ 
priate; 

(9)  Pap  Smear  and  gonorrhea  culture, 
as  appropriate; 


plete  personal  history,  including  infor¬ 
mation  as  to  the  patient’s  family,  educa¬ 
tion,  vocation,  drug  history  (including 
the  kinds  of  drugs  abused  and  when 
commenced)  arid  prior  treatment  serv¬ 
ices.  The  staff  should  then  discuss  with 
the  patient  the  various  treatment  modal¬ 
ities  available  to  him.  After  discussing 
the  avaUabUlty  of  these  modalities  in  the 
light  of  the  patient’s  particular  need^ 
(Including  the  results  of  the  physician’s 
evaluation) ,  a  treatment  plan  should  be 
selected  by  mutual  agreement  and  an 
appropriate  referral  made. 

§  1403.09  Patient  file. 

The  prt^rram  should  maintain  a  pa¬ 
tient  file  of  all  drug  dependent  individ¬ 
uals  referred  for  treatment  through  its 
screening  and  referral  unit.  This  file 
should  be  updated  by  the  particular 
agencies  as  transfers  to  other  programs 
and  terminations  occur.  These  records 
shall  be  held  confidential  and  shall  not 
be  disclosed  except  as  authorized  by 
applicable  laws  and  regulations. 

§  1403.10  Referral  for  treatment. 


§  1403.15  Definition  of  procedures  by 
CIU. 

Each  CIU  program  shall  define: 

(a)  The  procedure  by  which  appli¬ 
cants  shall  be  oriented  to  available 
options; 

(b)  The  decision  making  process  for 
determining  recommended  referral; 

(c)  The  decision  making  process  for 
“mutual  agreement’’  between  appli¬ 
cants,  programs,  and  CIU  staff  regard¬ 
ing  referral;  and 

(d)  Procedures  for  mating  the  needs 
of  patients  referred  to  the  CTU  for  re¬ 
screening  and  referral  to  a  more  suitable 
modality  or  program.  These  shall  be  sub¬ 
ject  to  Federal  and  State  approval. 

§  1403.16  Compliance  with  all  Federal 
and  State  regulations. 

All  programs  which  use  methadone 
for  detoxification  and  maintenance 
treatment  must  comply  with  all  regula¬ 
tions  of  the  Food  and  Drug  Administra¬ 
tion  as  well  as  all  other  relevant  Federal 


(10)  Tetanus  toxoid  as  appropriate; 
and 

(11)  DKG  and  biological  tests  for 
pregnancy,  as  appropriate. 

§  1403.06  Medical  services. 

Each  grantee  or  contractor  shall 
designate  a  medical  director  who  must 
assume  medical  responsibility  for  the 
CIU  and  be  licensed  to  practice  me^cine 
in  the  jurisdiction  in  which  the  program 
is  located.  He  must  Insure  Uiat  the 
initial  evaluation  is  properly  performed 
and  that  the  medical  needs  of  each 
patient  are  properly  evaluated  and/or 
referred,  as  the  case  may  be.  Medical 


Upon  reaching  an  agreement,  as  to  the 
modality  to  be  applied,  the  patient  should 
be  referred  to  treatment  within  48  hours 
and  his  intake  records  transferred  to 
the  center  administering  such  treatment. 

§  1403.11  Uniform  intake  procedures. 

Each  receiving  treatment  program 
shall  maintain  uniform  intake  proce¬ 
dures  so  that  it  will  not  be  necessary  for 
programs  which  receive  patients  from  the 
CIU  to  perform  duplicate  services. 

§  1403.12  Urine  surveillance. 

Urine  specimens  should  be  obtained 
from  each  patient  under  appropriate 


and  State  regulations  and  directives. 

§  1403.17  Exceptions  to  reffuirements. 

Applicatlions  for  exceptions  to  the  cri¬ 
teria  and  requirements  set  forth  in  this 
part  1403  should  be  submitted  to  the 
Director,  Division  of  Community  As¬ 
sistance,  National  Institute  on  Drug 
Abuse,  11400  Rockville  Pike,  Rockville. 
MD  20852,  for  his  consideration  and 
action.  Each  application  shall  fully  ex¬ 
plain  and  justify  the  necessity  for  the 
requested  exception. 

[FR  1)00.74-29820  Plied  12-20-74;8:45  am] 
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NOTICE  TO  FEDERAL  REGISTER  READERS 


As  part  of  its  continuing  program  to  improve  the  quality  of  the  daily  FEDERAL  REGISTER  and  CODE  OF 
FEDERAL  REGULATIONS,  the  Office  of  the  Federal  Register  is  soliciting  the  views  of  Interested  persons  on  the 
effectiveness  of  individual  Federal  Register  documents  and  on  regulations  contained  in  the  CODE  OF  FEDERAL 
REGULATIONS. 

Our  goal  is  twofold: 

First — ^to  make  each  document  published  in  the  FEDERAL  REGISTER  easily  understandable,  thus  making 
compliance  easier,  more  efficient,  and  less  costly;  and 
Second — ^to  identify  and  correct  any  existing  Federal  regulations  which  are  obsolete,  unnecessarily  wordy, 
or  unclearly  stated. 

We  believe  this  effort  is  consistent  with  the  objectives  stated  by  President  Ford  in  his  October  8th  speech  on 
the  economy  in  which  he  announced  "a  joint  effort  by  the  Congress,  the  executive  branch  and  the  private  sector  to 
identify  and  eliminate  existing  Federal  rules  and  regulations  that  increase  costs  to  the  consumer  without  any  good 
reason  in  today’s  economic  climate." 

The  Office  of  the  Federal  Register  welcomes  your  comments  and  suggestions.  The  survey  blank  below  is 
provided  for  that  purpose.  All  comments  received  will  be  maintained  in  a  public  docket  and  will  be  available  for 
inspection  in  the  Office  of  the  Federal  Register  to  any  interested  persons  or  agencies.  Comments  which  point  out 
the  need  for  substantive  changes  in  existing  regulations  also  will  be  forwarded  to  the  responsible  agency. 


I.  For  the  following  reasons  I  found  it  difficult  to  understand  the  document  from 
_ in  column _ ,  page _ of  the_ _ ^issue  of  the 

(agency)  (date) 

Federal  Register: 


□  only  technical  language  was  used;  □  document  contained  long  and  difficult  sentences; 

□  preamble  did  not  contain  a  clear  and  concise  explanation  of  the  document’s  purpose; 

□  other  (explain) 


II.  I  believe  that  the  requirement  (s)  contained  in; 


A.  The  document  from _ m  column _ ,  page _ of  the 

(agency) 

_ issue  of  the  Federal  Register,  or 

(date) 

B.  Section (s) _ of  Title _ of  the  Code  of  Federal  Regulattions 


impose (s)  an:  □  unnecessary;  □  unreasonable;  □  impractical;  or  □  obsolete 
requirement  on  those  persons  subject  to  that  regulation. 

My  reasons  are: 


III.  (Optional)  I  suggest  that  the  provision (s)  mentioned  above  be  rewritten  as  follows: 


Pleeise  mail  to : 


Office  of  the  Federal  Register 
National  Archives  and  Records  Service 
General  Services  Administration 
Washington,  D.C.  20408 


Name  and  address  (optional) 


r’'"- 
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